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DETAILED ACTION 

Status of Claims 

1 . Claims 1-4 and 7-23 are pending in tliis application. 

2. Claims 5, 6, 24, and 25 stand canceled. 

3. Claims 1-3 and 19-23 remain withdrawn from further consideration pursuant to 
37 CFR 1 .142(b), as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Applicant timely traversed the restriction (election) requirement 

in the reply filed on 1/22/08. 

4. Claims 8, 1 0, 1 1 , and 1 6-1 8 remain withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected species, there being no 
allowable generic or linking claim. Applicant timely traversed the restriction (election) 
requirement in the reply filed on 1/22/08. 

5. Claims 4, 7, 9, and 1 2-1 5 are examined. 

6. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Double Patenting 

7. Claims 4, 7, 9, 12-15 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claims 1-6 and 21-24 of copending Application No. 10/706,717. Although the 
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conflicting claims are not identical, they are not patentably distinct from each other 
because they are drawn to the same subject matter and composition components. 

The claimed invention is drawn to a pharmaceutical formulation comprising 
yttrium (Y), neodymium (Nd), or zirconium, adapted to be implanted in a vascular vessel 
and adapted to inhibit the proliferation of human smooth muscle cells of the vascular 
vessel wherein the formulation is adapted for intravascular liberation after implantation 
in a vascular vessel and the formulation includes an at least very substantially 
biodegradable carrier (see claim 4). 

The 717 application is drawn to an endoprosthesis comprising a carrier structure 
comprising a metallic material, which comprises a magnesium alloy of the following 
composition: 

The "rare earths" may comprise neodymium (claim 4) and the "balance" may 
comprise zirconium (claim 5). 

The 717 application differs from the claimed invention because it is named as an 
endoprosthesis, and because it does not recite the limitations of "pharmaceutical 
formulation" and "inhibiting the proliferation of human smooth muscle cells wherein the 
formulation is adapted for intravascular liberation after implantation in a vascular 
vessel". 
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However, the limitations in the claimed invention of are intended use and do not 
lend patentable weight to the composition as claimed. Furthermore, the intended use of 
the 717 application as "endoprosthesis" does not lend patentable weight to the 
composition as claimed. Therefore, the composition of the claimed invention and the 
717 application are drawn to the same subject matter and composition components. 

With respect to the dependent limitations of amounts of metals present, the 717 
application teaches ranges which are encompassed by, or comparable to, the ranges 
taught in the claimed invention, and one skilled in the art would select optimal amounts 
of metals as a matter of routine experimentation. 

With respect to the yttrium concentration in the region of the human smooth 
muscle cells to be treated (claim 15), the 717 application would be capable of adapting 
to provide such a concentration, especially given the fact that the amount of yttrium 
taught In the 71 7 application Is encompassed by the amount of yttrium taught In the 
claimed Invention. The limitation is one of intended use, and does not lend patentable 
weight to the composition as claimed. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

8. Claims 4, 7, 9, and 12-15 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claims 1-3, 5, 7-9, and 16-19 of copending Application No. 10/596,797. Although 
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the conflicting claims are not identical, they are not patentably distinct from each other 
because they are drawn to the same subject matter and composition components. 

The claimed invention is recited above (see paragraph 7). 

The 797 application is drawn to a radiopaque marker for medical implants 
comprising 10 to 90 wt.% of a biodegradable base component, 10 to 90 wt.% of one or 
more radiopaque elements including Y and Nd, less than or equal to 10 wt.% residual 
components, the components cited adding up to 100 weight-percent. The 
biodegradable base component may be a magnesium alloy (claim 3). The definition of 
"residual components" in the '797 application includes Zr, and the definition of 
"magnesium alloy" includes WE43 (see paragraph 27, page 8). 

The '797 application differs from the claimed invention because it recites the 
limitation of "radiopaque marker for medical implants", and it does not recite the 
limitations of "pharmaceutical formulation" and "inhibiting the proliferation of human 
smooth muscle cells wherein the formulation is adapted for intravascular liberation after 
implantation in a vascular vessel". 

However, the limitations in the claimed invention are intended use and do not 
lend patentable weight to the composition as claimed. Furthermore, the intended use of 
the '797 application as "radiopaque marker for medical implants" does not lend 
patentable weight to the composition as claimed. Therefore, the composition of the 
claimed invention and the '797 application are drawn to the same subject matter and 
composition components. 
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With respect to the dependent limitations of amounts of metals present, the 797 
application teaches ranges which are comparable to the ranges taught in the claimed 
invention, and one skilled in the art would select optimal amounts of metals as a matter 
of routine experimentation. 

With respect to the yttrium concentration in the region of the human smooth 
muscle cells to be treated (claim 15), the radiopaque marker of the 797 application 
would be capable of adapting to provide such a concentration, especially given the fact 
that the amount of yttrium taught in the 797 application is comparable to the amount of 
yttrium taught in the claimed invention. The limitation is one of intended use, and does 
not lend patentable weight to the composition as claimed. 

9. Claims 4, 7, 9, and 12-15 are provisionally rejected on the ground of 

nonstatutory obviousness-type double patenting as being unpatentable over 
claims 1-9 and 11 of copending Application No. 10/908,729. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because they 
are drawn to the same subject matter and composition components. 

The claimed invention is recited above (see paragraph 7). 
The 729 application is drawn to an implant for vessel ligature comprising an alloy 
which is at least partially biodegradable and which comprises: 
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greater tli:an B7% magnesium; 
from abowt 3^ to abo«t §% vttri«m ■ 
from aboyt 1^ to about 5^ lajfithanlde; and: 
a balafice of about 0.0^ to aboyt 2%, 

The "lanthanide" further comprises neodymium (claims 4 and 5), and the 
"balance" further comprises zirconium (claims 7-9 and 1 1 ). 

The '729 application differs from the claimed invention because it recites the 
limitation of "implant for vessel ligature", and it does not recite the limitations of 
"pharmaceutical formulation" and "inhibiting the proliferation of human smooth muscle 
cells wherein the formulation is adapted for intravascular liberation after implantation in 
a vascular vessel". 

However, the limitations in the claimed invention are intended use and do not 
lend patentable weight to the composition as claimed. Furthermore, the intended use of 
the '797 application as "implant for vessel ligature" does not lend patentable weight to 
the composition as claimed. Therefore, the composition of the claimed invention and 
the '729 application are drawn to the same subject matter and composition components. 

With respect to the dependent limitations of amounts of metals present, the '729 
application teaches ranges which are encompassed by or comparable to the ranges 
taught in the claimed invention, and one skilled in the art would select optimal amounts 
of metals as a matter of routine experimentation. 

With respect to the yttrium concentration in the region of the human smooth 
muscle cells to be treated (claim 15), the implant of the '729 application would be 



Application/Control Number: 10/535,084 Page 8 

Art Unit: 1611 

capable of adapting to provide such a concentration, especially given the fact that the 
amount of yttrium taught in the 797 application is encompassed by or comparable to the 
amount of yttrium taught in the claimed invention. The limitation is one of intended use, 
and does not lend patentable weight to the composition as claimed. 

1 0. Claims 4, 7, 9, and 12-15 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claims 1-4 of copending Application No. 11/221,322 and claims 1-4 of copending 
Application No. 11/221,344. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because they are drawn to the same subject 
matter and composition components. 

The claimed invention is recited above (see paragraph 7). 

The '322 application and the '344 application are drawn to an endoprosthesis 
comprising a magnesium alloy of the following composition: 

Ma|:a«si«m: ^ei\^«r'f e> dlx>«t i.>(,t.O cunl -t^n -ij? -^.N i h> w es&ln 

Ram metals; between obmt 2,0 md uhom 30iJ% b-y weight 

Zk-cotium> l?«-t\vv*e:s about 0.5^S .ibou^ 5,^"^' ^ i^y v,eigh? 

BateiTce: between 0 jaid abcHit 10.0** by w-cjglH 

The '322 application also comprises neodymium in claims 3 and 4; the '344 
application also comprises neodymium in claim 1. 
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The '322 application and the '344 application differ from the claimed invention 
because they recite the limitation of "endoprosthesis comprising a carrier structure", and 
they do not recite the limitations of "pharmaceutical formulation" and "inhibiting the 
proliferation of human smooth muscle cells wherein the formulation is adapted for 
intravascular liberation after implantation in a vascular vessel". 

However, the limitations in the claimed invention are intended use and do not 
lend patentable weight to the composition as claimed. Additionally, the presence of a 
"carrier structure" in the '322 and '344 applications is not excluded from the 
pharmaceutical formulation of the claimed invention. Furthermore, the intended use of 
the '322 and '344 applications as "endoprosthesis" does not lend patentable weight to 
the composition as claimed. Therefore, the composition of the claimed invention and 
the '322 and '344 applications are drawn to the same subject matter and composition 
components. 

With respect to the dependent limitations of amounts of metals present, the '322 
and '344 applications teach ranges which are encompassed by or comparable to the 
ranges taught in the claimed invention, and one skilled in the art would select optimal 
amounts of metals as a matter of routine experimentation. 

With respect to the yttrium concentration in the region of the human smooth 
muscle cells to be treated (claim 15), the endoprosthesis of the '322 application and the 
'344 application would be capable of adapting to provide such a concentration, 
especially given the fact that the amount of yttrium taught in the '322 and '344 
applications is encompassed by or comparable to the amount of yttrium taught in the 
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claimed invention. The limitation is one of intended use, and does not lend patentable 
weight to the composition as claimed. 

Response to Arguments 

1 1 . Applicants have requested that consideration of the provisional rejections of 
claims 4, 7, 9, and 12-15 on the ground of nonstatutory obviousness-type double 
patenting be deferred until the patentability of any of the cited co-pending applications 
has been determined. Applicant's request is acknowledged; however, since all of the 
copending applications are still being considered for patentability, the provisional 
rejections stand. 

Claim Rejections - 35 USC § 102 

12. Claims 4, 7, 9, and 15 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Stroganov et al., US Patent 3,687,135. 

The claimed invention is drawn to a pharmaceutical formulation comprising one 
or more of the elements from the group yttrium (Y), neodymium (Nd), or zirconium (Zr), 
adapted to be implanted in a vascular vessel and adapted to inhibit the proliferation of 
human smooth muscle cells of the vascular vessel wherein the formulation is adapted 
for intravascular liberation after implantation in a vascular vessel and the formulation 
includes an at least very substantially biodegradable carrier (see claim 4). 

In the elected species of the claimed invention, the element is yttrium and the 
biodegradable carrier is a magnesium alloy. 
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Stroganov et al. teach a magnesium-base alloy for use in bone surgery which 
contains the following components, wt. % (see abstract): 

earm m&m QAQ-4.i) 

Mafi^gaisBsas aSS-1.0 
Mv^ 0-OJ 

MspjftiiusB EeiBsiHcief 

Stroganov et al. further teach that neodymium and yttrium are predominantly 
employed as the rare earth metal (col. 2, lines 29-31). A magnesium alloy comprising 
yttrium at 1 .6 wt.% is exemplified (see Example 3). The limitations in the claim of 
"adapted to be implanted in a vascular vessel and adapted to inhibit the proliferation of 
human smooth muscle cells of the vascular vessel" are not given patentable weight, 
since the composition of Stroganov et al. has pharmaceutical use in bone surgery, and 
thus would be capable of the intended use of the claimed invention. Therefore, the 
composition of Stroganov et al. anticipates the composition of the claimed invention. 

With respect to the yttrium concentration in the region of the human smooth 
muscle cells to be treated (claim 15), the composition of Stroganov et al. would be 
capable of adapting to provide such a concentration, especially given the fact that the 
amount of yttrium taught by Stroganov et al. is encompassed by the amount of yttrium 
taught in the claimed invention. The limitation is one of intended use, and does not lend 
patentable weight to the composition as claimed. 

Language that suggests or makes optional but does not require steps to be 
performed or does not limit a claim to a particular structure does not limit the scope of a 
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claim or claim limitation; "adapted for" clauses are an example of such language (see 
MPEP 2106 II). Since the invention of Stroganov et al. and the invention as claimed are 
the same, the invention of Stroganov et al. would be capable of performing the intended 
use of providing an yttrium concentration in the region of the human smooth muscle 
cells to be treated of between 200 uM and 2 mM, in particular between 800 uM and 1 
mM, as taught by claim 15. 



Response to Arguments 

1 3. Applicant's arguments filed 6/5/08 have been fully considered but they are not 
persuasive. 

Applicants first argue the rejection ignores the clear limitations of claim 4, which 
has been amended to additionally reinforce the wording of the claim to indicate that the 

implantation in a vascular vessel, the adaptation of the composition for inhibition of 
smooth muscle cell proliferation and intravascular liberation of the composition is not 
optional. 

This argument is not persuasive because the above cited claim language is 
drawn to the intentional uses of the composition. The language of the claim directed to 
implantation in a vascular vessel, inhibition of smooth muscle cell proliferation and 
intravascular liberation does not impart any structural limitation to the composition, and 
therefore does not add anything that is not already present in the composition. All of the 
elements recited in the claim are found in the disclosure of Stroganov et al, and 
therefore the reference anticipates the claims. 
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Applicants also argue that Stroganov indicates that their composition stimulates 
the proliferation of bone tissue, and does not provide any teaching or suggestion that an 
alloy of this composition is suitable for implantation in a vascular vessel under any 
conditions. 

This argument is not persuasive because Stroganov does not teach away from 
the inhibition of proliferation of smooth muscle cells, or exclude its composition from 
being used for such purposes. On the contrary, the composition has pharmaceutical 
purposes and does not contain elements which are harmful for the living organism (see 
col. 2, lines 13-15). As such, since the invention of Stroganov et al. and the invention 
as claimed are the same, the invention of Stroganov et al. would be capable of 
performing the intended uses recited in the "adapted for" clauses of the claimed 
invention, absent evidence to the contrary. 

Applicants further argue that Stroganov provides no teaching or suggestion of the 
delivery of yttrium to smooth muscle cells at the levels recited by claim 15, and that 
claim 15 does not treat as optional the delivery of yttrium to smooth muscle cells to be 
treated. 

This argument is not persuasive. Claim 15 is not a method claim with positive 
method steps, but a composition claim. The "adapted for" language of claim 15 does 
not impart any structural limitation to the claim, nor does it limit the scope of the claim. 

Since the invention of Stroganov et al. and the invention as claimed are the 
same, the invention of Stroganov et al. would be capable of performing the intended use 
of providing an yttrium concentration in the region of the human smooth muscle cells to 
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be treated of between 200 uM and 2 mM, 
taught by claim 15. 
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in particular between 800 uM and 1 mM, as 



Claim Rejections - 35 USC § 103 
14. Claims 12-14 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Stroganov et al (US Patent 3,687,135). 

The claimed invention and the invention of Stroganov et al. are recited above 
(see paragraph 13). 

With respect to claims 12-14, Stroganov et al do not exemplify a formulation 
comprising a magnesium alloy and containing Y, rare earths without Y, and remaining 
elements, or containing, Y, Nd, and Zr, in the weight percentages specified by claims 
12-14. 

However, Stroganov et al do teach that the rare earth metals (i.e., Y plus rare 
earths without Y, or Y and Nd) in the range of 0.4 - 4.0 wt.%. Additionally, Stroganov et 
al teach that zirconium may be present in amount ranging from 0 - 0.8 wt.%, and the 
total remaining elements may be present in amounts ranging from 0.15 - 5.1 wt.% (col. 
2, lines 20-28). These ranges overlap those of the claimed invention (note that the 
amount of yttrium of "about 4.1 %" in claim 14 reads on "4.0%" in Stroganov et al), and 
one skilled in the art would be motivated to select optimal amounts of the elements from 
within said ranges by routine experimentation in order to control the rate of absorption of 
the magnesium alloy carrier (for example, see col. 1, lines 58-60). Stroganov et al also 
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teach that neodymium and yttrium are predominantly employed as the rare earth metal 
(col. 2, lines 29-31). 

It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to form a pharmaceutical formulation having the elements and 
amounts as specified by the claimed invention with a reasonable expectation of 
success. 

It is prima facie obvious to combine two compositions, each of which is taught by 
the prior art, to be useful for the same purpose, in order to form a third composition to 
be used for the very same purpose. See MPEP 2144.06. One skilled in the art would 
have been motivated to combine the compositions comprising yttrium and neodymium 
as the rare earth metal, since alloys, by their nature, are known to have improved 
properties with a combination of elements, with a reasonable expectation of success. 
Additionally, one skilled in the art would have been motivated to select zirconium to be 
present in the formulation, since zirconium is already exemplified in the formulations of 
Stroganov et al. 



Response to Arguments 
1 5. Applicant's arguments filed 6/5/08 have been fully considered but they are not 
persuasive. 

Applicants argue that Stroganov teaches away from the present invention by 
providing a composition that stimulates cell growth instead of inhibiting it, and because 
the purpose of Stroganov is not the very same purpose as that of the present invention. 
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but rather the complete opposite, i.e., Stroganov's composition stimulates cell growth, 
while the claimed invention inhibits it. 

This argument is not persuasive because, as stated previously, Stroganov 
teaches that its compositions can be used to stimulate bone growth, but it does not 
exclude its compositions from being used for the inhibition of proliferation of smooth 
muscle cells. Since the invention of Stroganov et al. and the invention as claimed are 
the same, the invention of Stroganov et al. would be capable of performing the intended 
uses recited in the "adapted for" clauses of the claimed invention, absent evidence to 
the contrary. 

Applicants also argue that if one were to combine the compositions of Stroganov, 
Stroganov provides an upper limit of total rare earth metals of 4.0% by weight, while the 
claimed invention provides a total rare earth weight percentage of 5.2%, (claim 12), 
5.5% (claim 13), or 6.3% (claim 14). 

This argument is not persuasive because it would still be prima facie obvious to 
person having ordinary skill in the art combine the compositions comprising yttrium and 
neodymium disclosed by Stroganov for the, since both compositions would be useful for 
the same purpose disclosed by Stroganov (noting that the composition thus formed still 
anticipates the claimed invention, for reasons stated above), and such a combination 
would reasonably be expected to improve the control of adsorption of the magnesium 
alloy carrier (see col. 1 , lines 58-60). The combination of compositions comprising 
yttrium and neodymium is not limited to the weight range specified in Stroganov, since 
the weight ranges specified in Stroganov are limited to the individual compositions. 
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Claim Rejections - 35 USC §112 
16. Claim 14 is rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

Claim 14 now recites the formulation for WE43, as suggested by the Examiner in 
the Examiner's Remarks of the previous Office action. However, claim 14 includes the 
term "about" before the weight percentage or each element (see lines 3-6). Said 
language does not appear in the specification (see paragraph [0048] of the 
specification), and thus claim 14 includes subject matter not described in the 
specification. 



Conclusion 

1 7. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
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TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BARBARA FRAZIER whose telephone number is 
(571)270-3496. The examiner can normally be reached on Monday-Thursday 9am-4pm 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sharmila Landau can be reached on (571)272-0614. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 



Application/Control Number: 10/535,084 Page 19 

Art Unit: 1611 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

BSF 

/Sharmila Gollamudi Landau/ 
Supervisory Patent Examiner, Art Unit 1611 



